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Determination of Prednisolone in Tablets by High Perform-
ance Liquid Chromatography

Hyung Kook Kim, Cheol Kyu Lee, Geun IL Ko, and Jae Back Kim

(Recieved May 31, 1983)

A convenient high performance liquid chromatographic method for the quant-
itative determination and content uniformity of prednisolone in tablets is
described. The prednisolone was chromatographed using a g-Bondapak Cis
column and the eluent 70% MeOH at a flow rate 1.0ml/min. Diethylstilbestrol
was used as an internal standard. The UV detector response at 254nm was
linear over a range 6f 10~60pug/m! under conditions of the analysis.

Reproducibility studies gave relative standard deviations of 0.3~0.5%.
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X 9l FEEMH—Detector: Waters absorbance detector model 440, column: g-Bond-
apak C,, wavelength: 254nm, mobile phase: 70% MeOH, sensitivity:0.1 aufs, flow
rate: 1.0m//min., pressure:‘;2000 psi, chart speed: 0.25cm/min, injectién size: 10m/
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5 —{'  Figure 2-Prednisolone calibration curve.
Key: H, prednisolone height;
Hr, diethylstilbestrol height.
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Figure 1-Chromatogram of perdnisolone(1) Figure 3-Comparison of resolution by the

and diethylstilbestrol(2). mobile phase concentration.
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Table ] —Reproducibility and Precision of HPLC

vRun(H/Hr) e
i 3 3 ) 5 Average  Std. Dev. RSD(%)
1.063 1.062 ~ 1.067 1.074  1.068 1.067 0.005 0.47
H : Prednisolone height Hr : Diethylstilbestrol height

Table I —Recovery Data of Prednisolone

lgun(%) Average(9%)

1 2 4 5

100.8 100.6  100.5 100.7 100.4 100.6
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Figure 4-Chromatogram of 3 marketed samples.

Table T —Assay of 3 Branded Tablets

Run(%) ,
Sample T 5 3 7y 5 Average STD RSD
A 100. 1 99.6 99.7 100.7 99.6 99.9 0.45 0.45
B 99.5 100.0 99.5 99.3 98.8 99.4 0.28 0.28
C 106.2  105.9 105.7 105.6  105.7 105.8 0.36 0.34
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Table V—Results of 30 Individual Tablet Assays (Content Umformlty of Prednisolone)

Sample : Assay (%) X : RSD, Assay*
A 104.3 - 102.3 99,2 97.3 101.2
99.1 1043 1042  102.3 98.1 101.2 2.6 99.9
B 97.6 96.5  102.5 1012 99.6
101.6 95.1  100.0 97.2 1029 . 99.4 2.8 99.4
c 107.5 100.0  108.3  110.8*  102.5 _ '
109.6  105.1 107.5  106.0 104.8 106.2 3.0  105.8
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